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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Flunixin meglumine
Xnuwn Ovopacio : Flunixin meglumine
Kwd.-EE 1 255-836-0

apOpuog CAS : 42461-84-7
Kodwodg mpoidvtog : 201600399

1.2. Zvvo@eic TPocdLoplopeves YPNOGELS TNG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Tepropiopoi ot xprion 1 Oyt v TpOQUULEL, GApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEvVEV aGPaLEiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedVoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codmra (amd Tov 6TOHNTOC), Katnyopio 3 H301
Oé&ela to&icotta (1omvon:okovn,ctayovidia) Katmyopia 2 H330
AGBpwon/epebiopdg tov déppatog, katnyopio 2 H315
ZoPBopn opBarpkn PAAPN/0@Ouikdg epedicpodc, katnyopio 1 H318

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and emovelnuuévny  H372
£xbeon, katnyopio 1

Emcivduvo yio to vddrvo mepifdAiov — Xpoviog Kivduvoc, H411
Katnyopiag 2

I peg keipevo tov dniooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPIPdALov

To&wod og nepintoon Katdroons. Oavatmeopo oe tepintwon etomvong. To&icd yia Tovg V3POPLOVS OpyUVIGHOVS, He HaKpoyPOViEG emmTOGELS. [Ipokalel coBapri
opOoipkn PAAPN. [pokarel epebiopd tov déppatos. Ilpokadei PAGPES oTa Opyova VOTEPA OO TAPUTETAUEVN | ERAVEIANULUEVT EKOEGT.
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

2.2. Ltoyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopné (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivdvvov (CLP)

Ipogwboromtiky AEn (CLP)

AnAdoelg emkvdvvottag (CLP)

AnAdoelg Tpoevraéng (CLP)

DOPL

GHSO05 GHS06 GHSO08 GHS09
Kivdvvog

H301 - To&wod og mepintwon Katdmoong.

H315 - TIpokahiei epebiopd tov déppatoc.

H318 - IIpoxaiei coPapn opBaipkn BAGSN.

H330 - @avotn@dpo o€ TepinTmon ElGTVoNG.

H372 - TIpokaiei PAGPec ota Opyavo (YOGTPEVTEPIKOG COANVOC, VEPPE) VOTEPC. OO TAPUTETAUEVT I
emavelAnupévn ékbeon.

H411 - To&ud Y10 Tovg VIPOBLOVG OPYOVIGLOVGS, LE HOKPOYPOVIEG EMTTMCELS.

P260 - Mnyv avomvéete okdvn/ovabopdoeis/oéplo/otoyovidlo/atnods/ekvepdpaTa.

P264 - TTAMOvete TaL ¥€p1a, TOVG TNXELS (AvTIBPayIeL) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pmte, mivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.

P271 - Na ypnowyonoteital povo 6€ avotkto 1 Kakd aeptiOpevo xmpo.

P273 - No amopevyetat 1 eEhevBépmon 6o TepBarlov.

P280 - No 9opdite TPOGTATEVTIKG YAVTIO/ TPOGTATEVTIKG EVOVLATO/UEGO OTOUIKNG TPOGTAGIOG Y10l TOL
UATLO/TO TPOGMTO/TAL OVTIA.

P284 - Xpnoylomoteiote pHEca OTOHIKNAG TPOGTAGIOG TNG OVOTVOT|C.

P301+P310 - ZE IIEPIIITQXH KATAIIOZHX: xaAéote apécmg o yoTpo.

P302+P352 - ZE IIEPIIITQXH EITA®HY ME TO AEPMA: ITAdvte pe dpbovo vepod.

P304+P340 - ZE IIEPIIITQXH EIXIINOHZ: Metagépate Tov nofovia otov kabapd aépa Kot
AQPNOTE TOV V. EEKOVPOOTEL GE GTAGT OV SIEVKOAVVEL TNV AVOTTVOT).

P305+P351+P338 - £E IIEPIIITQXH EITAO®HE ME TA MATIA: EenA0vete TpOGEKTIKA LE VEPO
Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV £ivol E0KOA0. ZuveyioTe va
Eemlévere.

P310 - KoAéote apéomg to KENTPO AHAHTHPIAZEQN 1 éva yotpd.

P314 - ZupPovievbeite/Emokepbeite yiotpo edv acBavieite adabeoio.

P320 - Xperdleton emetyoving edkn ayoyn (BAEne cupmAnpopotikés odnyieg TpdTov Ponbeidv
oTNV ETIKETA).

P321 - Xpetdleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0dNYiEG TPOTOV PoNOEIOV OTNV ETIKETA).
P330 - Eemhdvete 10 0TOUA.

P332+P313 - Eqv mapatmpnBei epediopodg tov déppatog: Zvppovievbeite/Emokepbeite yratpo.
P362+P364 - BydAte ta poAvopéva podya Kot TAOVTE To TPV To. EAVOYXPNCLLOTOU|GETE.

P391 - Maléyte ™ yopévn mocdTA.

P403+P233 - Amobnkedeton o€ kakd aeplopevo xmpo. O mepéktng dratnpeiton epuNTIKG KAEIGTOC.
P405 - dvidoocetatl KAEWB®UEVO.

P501 - AudBeom Tov TEPLEXOUEVOV/TEPLEKTN GE ONpEl0 GLAAOYNG EMKIVELV@OV | E8IKOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Kot dlebveic Kavoviopoe.

Iipaven ocoppove pe: E€oipeitar 1 e0mTEPIKI 6VOKEVOGIO, TO TEPLEYONEV TNS O0TTOl0G OV vrepPaivovy Ta 10ml.

Ewovoypdppoata kvdvvov (CLP)

2.3. AlLot Kivovovol

Alheg TANpo@opieg

ok

GHS06 GHS08

Evepyd ocvototiko.
IIpocoyn - N mapodoa ovcio dev Exel aKOUN SOKILAOTEL TANPWOG.
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopioeTikog KOOIKOG % Koraraén cdopeova pe tTnv odnyia
TPoidvTOg 1272/2008 EK [CLP]

Flunixin meglumine ap1Opdg CAS: 42461-84-7 <100 Acute Tox. 3 (Amé tov otoparog), H301
Kwd.-EE: 255-836-0 (ATE=100 mg/kg copatikov Bapovg)

Acute Tox. 2 (Eromvoni:oxovn,opiyin), H330
(ATE=0,05 mg/l/4h)

Skin Irrit. 2, H315

Eye Dam. 1, H318

STOT RE 1, H372

Aquatic Chronic 2, H411

IIpeg keipevo tov dnhooemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondeiov

4.1. eprypoon péTpov TpOTOV fondsidv

Tevikd pétpa tpodTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbetdv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TOV
S1evkoAvvEL TNV avamvor|. Agriote Tov Tafdva va Eekovpaotel. Karéote apéong to KENTPO
AHAHTHPIAZEQN/yotpo.

Métpa tpdTev Bondeidv petd omd enaen pe To dEpuo : AmOpoKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEEVT TEPLOYN OEPLATOG LE ATOAD

camovVL Kot vepod, kat ot cuvexeto Eemhévete pe Leotd vepd. Edv o epebiopdc tov déppatog
empévet, cupPovievteite yloTpo.

Métpa tpdTev Bonbdeidv petd amd exapn He o LoTio. 1 Eemhivete apécmg Kol TOPATETAUEVO e VEPO KPATMOVTAG avorytd o PAEQapa TovAdy ooV 15
Aemtd). Edv vidpyovv @oioi emaens, apatpEote Toug, EpOcov gival edkolo. Xuveyiote va Eeniévere.
Zopfovievteite apéoms o@OaipioTpo.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete o otOpa pe vepd (Lovo eav to dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOUA GE ATOUO TTOL £XEL XAoeL Tig aiohnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/ETOPACELS LETE OO ELGTVOT 1 Oavotn@dpo og TEPINTMOT ELGTVONG.
ZOUTTOUOTO/EMOPAUCELS UETE OO ETOPT| LUE TO EPLLOL : Ilpokaiel epebiopd Tov déppatog.
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LATLL : Ilpokarel coPapn opbaiuky BAAPN. EpuOpotnta, mévoc.

4.3."Evo€1&n 0mTo10.601)TOTE ATUITOVIEVIS GUEGTG LUTPIKNG GPOVTIONS KL 101K G Oepameiag

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: M£tpa y10. TNV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. ITvpooPeotika péca

Katahnia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa tupkayld. Ato&eidio Tov
avOpaxa. Pexaopoc pe vepd. Enpn okovn. KovBépta mupodcPeonc.
AKotdAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTITOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PElYRa

e mepinTmon TupKaylig Tapdyovtot ETKiviuva . H atelg kavon anehevbepdver emkivdvvo povoeidio tov avBpaxa, d10&€idio Tov avBpaia Kot
TPOIOVTO amocHVOESNG ko to&ka agpta. IIBavn amoPfoln to&kod vEpoug.

5.3. Zv6Ta0ELS Y10 TOVG TUPOGPEoTEg

MéTpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAS 1 Amo@evyete T dlpuyn ToLv vePOL TG TuPOSPRESNG 6TO TEPBAALOV.
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

IIpootacio katd v TupdcPeon : Mnv erepPaivete ympig katdAAnio eE0mAoHO. AVTOVOUN AVOTVEVGTIKH GUOKELT HE LOVOCT).
OMOGOUN TPOGTATEVTIKT GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTNG

Tevikd pétpa : ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG e TO OEPIOL, TO LATIO 1] TO POVYIOHO.

I TpocOmKS GAL0 a6 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa £KTaKTNG OVAYKNG : ATIOHOKPOVETE TO TEPLTTO TPOCMTIKO.
T dTopa mov TPocPEpovy TpdTES fo10ereg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdhinio eéomhopd. ' teplocdtepes TAnpoPopies avatpiéte otnv
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

No amogevyeton 1 ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG 0moyeTeuTikods oymyods 1} 670 dNUOGLo diKTvo vepoD.

T v anobnkevon 1 Amoppo@noTe T0 PE £va adpOvEG DAIKO Ko TOTODETOTE TO G€ évav KOTAAANAO Teptéktn S1ébeong
amofATmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. KabBopiopog pe amoppumavTikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog kon arodnkevon

TIpopura&elg yio ao@oAn YEPLopd : Amogedyete K0Be mepirtn £kbeon. Ppoviiote dote 0 YdPog epyaciog va eEoepiletor cwoTE.

Métpa vyewvig : Mnyv 1pdrte, mivete 1| Komvilete, OTav XpNooToLEite avtd T0 TPoidv. Ta polvopéva evavpaTo
epyaciog dev mpémet va Byaivouv amnd o xmpo epyacios. [TAOveTE Ta ¥€pLo cog Tpv and Kabe
EPYOCLOKO SLUAEYLILO KO LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmoBnkebdeton og kol agpilopevo ydpo. O meptéktng dratnpeiton EpUNTIKA KAEIGTOS. ATOQEVYETE
T (éotn Kot TV Gpeon nAlokn aktvoBolia.
Y\iké cvokevaoiog : Al0TNPIOTE GTOVG UPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPie

TMHMA 8: "EAgyyog tng £ék0eong/atopiki tpoctacio
Agv vdpyovv emmALov TANPOPOpieg

Kotaiinhor pnyavikoi éheyyor

Katalinior pnyavikoi éreyyou:
Dpovriote hote 0 YOPog epyaciog vo eEaepiletol cmoTd. ZuvnOmg amITeiTal GUOTIHO YEVIKOD UNYOVIKOD EQEPIGLOD TOV YDPOV. LTO HETPO TOL SLUVATOD 1)
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOOV
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

Ipootacio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:

Dopdre cuokevn TpocTaciog Yo Ta patio. [Ipoctotevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdte KOTAAANAO TPOGTOTELTIKO povyiopd. Xprion og gpyaotipla : modid epyactnpiov. (EN 13034)

Ipootacio TOV yePLOV:
Na popdrte kordAAnia yavte. [Ipootateuticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootacic TOV AVATVEVGTIKAV 00DV

IIpooTucio TOV OVATVEVGTIKAOV 00(DV:
X TepinTOoN Topaymyng okoOvNG, YPNOLLOTOWCTE TPOSTATEVTIKY NACK e Gidtpo : P3

TMHMA 9: ®voikég Kot ynUIKEG 1016TNTEG

9.1. Zroyyeia Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

DUoIKH KOTAGTOOT

APOLOL

Epedvion

Mopraxn pado

Oopn

Op1o oopng

Inueio Eemg

Inpeio m&ewg

Inpeio Bpacpod
Evplextomta

Xoapniotepo 6pio £kpnéng
Avdtato 6pro ekpnEpomrag
Inpeio avaereéng
®gppokpacio avtavaereéng
Bgppokpacio amrocvvieong
pH

Awdivpo pH

1EDOEG, Kvepatikog (17)
AwAvtomTo

ZVVTEAECTIG KOTAVOUNG O Helypa N-0KTavOANG/vepoD

(Log Kow)
Téon atudv

ITieon atpov oe Beppokpacio 50°C

Tukvomta
ZYETIKN TOKVOTNTOL

ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C

Méyebog copatidiov

9.2. Aownéc TAnpopopics

Yteped
o)ed6V Aevkd. AgVKO.
Kpvotodhikn okovn.

: 491,5 g/mol

Mn dwabéoyto
Mn dabéoyto
135-140 °C
Mn dabéoyto
Mn dabéoyto
Mn dabéoyto
Aev 1oyvet
Aev 1oy0et
Agv 1oyvet
Agv 1oyvet
Mn Swbéopno
7-9 (5%, Ydatiko didAvpa)
Mn Swbéopno
Agv oy0et

: Nepd: 100 — 1000 g/1

Mn dwbéoyo

Mn dwbéoyo
Mn dwbéoyto
Mn dabéoyto
Mn dabéoyto
Aev 1oy0et

Mn dwbéoyo

Agv vdpyovv emmALov TANPOPOPies

TMHMA 10: Z100gpdTNTO KO OVTIOPOCTIKOTITO.

10.1. AvridpaoTikOTNTO
Agev vdpyovv emmAéov TANPOPopieg
10.2. Xnpwkn ctabepétnta

Aev vrdpyovv emmAéov TANpoPopieg
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

10.3. IIBavOTNTO ETKIVOLVOV AVTIOPAGEDV
Agv vdpyovv emmA£ov TANPOPOPieg

10.4. ZovOnkeg Tpog awopuyn

Aev vdpyovv emmAov TANPoPopieg

10.5. Mn coppatd vikd

Aev vdpyovv emmAéov TANpoPopieg

10.6. Emucivovva poiovra amwocvvieong

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 11: To&ikoroyikég TANPOPOPiES

11.1. ITAnpo@opies yia Tig TAEES Kvdvvov, 0Tteg opilovrar 6Tov kavoviepo (EK) aprf. 1272/2008

O&eia To&uotnta (0md oTOHATOG)
O&eia To&otnTa (depprotikn)
O&eia To&wotnta (avomvon)

: To&wod og mepinTon KATATOoNG.
1 Mn ta&wopnpévog (EAkepatikd dedopéva)
I €16MVOT:0KOV,oTaYoVidio: Oavatneopo GE TEPITTOGT EIGTVONG.

Flunixin meglumine (42461-84-7)

LD50 amd tov 6tép010g 68 0povpaiong

> 50 — < 300 mg/kg (extipdpevn Tiun)

LCS50 Ewnvon - Emtipog (Exévng/cuyrévipoong
oTayoVISioV)

> 0,05 — < 0,5 mg/l/4h (extipmdpevn Ty

AéBpwon kot epebiopdg Tov dEPHATOG

YoBoapn o@Baipkn BAGPN/epebiopds

EvaisOntomoinem tov avamvevotikod 1
gvaucOntomoinom Tov dEpUaTog

Metalha&lyEveon YEVWITIKOV KUTTAPmV
Kapkwvoyéveon

To&wdmta otV avamapoyoyn

Ewdu to&ucotnta ota dpyava-ctoyovg (STOT) —
epamag éxbeon

Ewdum to&uwcotnta ota 6pyava-ctoyovs (STOT) —
emavenupévn ékbeon

Enuctvduvotnta avoppoenong

. TIpoxaiei epebiopd Tov déppartoc.

pH: 7 -9 (5%, Ydatkd diéivpa)

: Ilpokarel coPapn opOaipucy BAGSN.

pH: 7-9 (5%, Ydatwod didAvpa)

: Mn taéwvounpévos (Baoet tov dtubéciumv dedopévav, ta kprripta Tagvounong dev tAnpovvrat)

1 Mn tag&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripia Tagvounong dev TAnpovvrat)
1 Mn ta&wopnpévog (Baoet tav dwabéoipmv dedopévav, To kpreipla tavounong dev Thnpovvot)
1 Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, ta kprripila tagvoumong dev mAnpovvrat)

: Mn ta&wvopnpévog (EAdepatikd dedopéva)

: Ilpokahiel BraPeg ota Opyava (YOOTPEVIEPIKOG COANVOG, VEQPE) VGTEPQ OO TAPOUTETOUEV T

emavenupévn ékbgon.

1 Mn ta&wvopnpévog (EAkepaticd dedopéva)

11.2. ITAnpo@opicg yro. GAAOVS THTOVG EMIKIVOLVOTNTAG

Agv vrdpyovv emmAéov TANPoPopieg

TMHMA 12: Owoloyikég TANpopopieg

12.1. To&ikétnTo

Emikivduvo yia to vdativo meptpdilov, Bpayvnpobeciog
(080¢)

Emikivduvo yua to vddtvo mtepifdAlov, pokponpdhesog
(xpoviog)

1 Mn tagvounuévog (Bdaoet tov dtabéoimv dedopévav, ta kprripia Tagtvounong dev TAnpovvtat)

1 To&wod Y10 Tovg VIPOBLOVS OPYOVIGHOVGS, HE HAKPOYPOVIEG EMTTMCELS.

Flunixin meglumine (42461-84-7)

LC50 - Yapuo [1]

5,5 mg/1 (96 @peg, Oncorhynchus mykiss (Apepucavikn [Téotpopa)) (FDA Technical Assistance
Document 4.11)

EC50 - Kapkwoewdn [1]

15 mg/1 (48 dpeg, Daphnia magna (Nepdyvirog)) (FDA Technical Assistance Document 4.08)
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Flunixin meglumine (42461-84-7)

NOEC ypévia yépua 96 mg/1 (12 nuépec, Selenastrum capricornutum (IIpdowa @vkn))

Flunixin meglumine (42461-84-7)

AVOEKTIKOTNTA KOt IKOVOTNTO ATOdOUNGNG Aev voiotaton Tayeio amocvvheon

Aev vdpyovv emmAov TANpoPopie

Aev vdpyovv emmAéov TANPoPopieg

Agev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeio oyeTika pe tn 613d0gon

Agv vdpyovv emALOV TANPOPOPIES

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. ApwOpog OHE 1 ap1Opég tavtétnTog

UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacio arostorig OHE

TOZIKA XTEPEA, OPTANIKA, E.A.O. TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.

Ieprypagn eyypapov petagopig

UN 2811 TOZIKA XTEPEA, OP'ANIKA, E.A.O., | UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, II,
6.1, 11, (D/E), EITIKINAYNA I'lA TO 1I, MARINE ENVIRONMENTALLY HAZARDOUS
TTEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS

14.3. Tagn/-e1g KivdHvov KOTA TN PETOPOPE

6.1 6.1 6.1
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

ADR IMDG IATA
14.4. Opada cvokevaciog
11 1I I

14.5. IleprfparlovTiky emKIVOLVOTTA

Emwcivduvo yio to mepipdiiov: Non

Emcivouvo yuo to mepiBdiiov: Not
MoAvopoTikdS TapAyovVTag Yol TO VIATIVO
neppdiiov: Now
ApOudéc EmS (TTupkayid): F-A
ApOuoc EmS (Awppon): S-A

Emwcivduvo yio to mepipdiiov: Now

Agv vrapyovv emmAéov dabéaies TAnpopopies

14.6. Exdukég Tpo@uAa&els yia tov ypioeTn

Eriyewo petagopa

Kddwag ta&vopnong (ADR)

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&upovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)

Awtdéelg pektg cvokevaocieg (ADR)

Odnyieg yio popNTEG de&OUEVES KL EUTOPEVUOTOKIPAOTIOL
x0onv (ADR)

Ewwéc dratdéers yio popntés deEapeveg Ko
gumopevpotokiPdTie 6NV (ADR)

Koduodg de&apevig (ADR)

Ewwéc datdcers v deapevég (ADR)

Oynua yo petagopd deEapevig

Katmyopio petagopds (ADR)

Ewwéc datdéers yio ) petagopd - Kora (ADR)
Ewwéc dratdéers yio ) petagpopd - Poptwon,
eKQOPTOON Kat xeptopos (ADR)

Ewwéc dratdéers yio t petagpopd - Agttovpyio (ADR)
Ap1Bv avayvdpilong kwvdovov (Kéurep ApBu.)
Toptokoi dickot

Kodwods tepropiopdv yio onpayyes (ADR)

petagopd pécm Baraocong

Ewwn tpopreyn (IMDG)
Mepropiopéveg moodteg (IMDG)
E&upovpeveg mocdmreg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cvokevaciog epmopevaTOKIPOTIOV-deEAUEVHY
(kodkog IMDG)

Ewwég datdéerg IBC (IMDG)

Odnyieg ya de&apevég (IMDG)

Ewwéc datdcers v de€apevég (IMDG)
Katmyopieg poptiov (IMDG)

1310 teg ko mapatnprioeg (IMDG)

Evaépro petagopa

PCA E&upovpeveg mocdmteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

KaBopn péytotn mocotta yio TEPLOPLoHEVT TOGOTN T
EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KO YloL
aepookden petapopds poptiov (IATA)

. E4
: P002, IBCO8
. B4

: MP10

. T3

. 60

. E4
. P002
. IBCO8

T2
. 274,614

500g

. TP33

SGAH, L4BH

. TUI1S5, TE19
AT

: 2

. V11

: CV13,CV28

S9, S19

60
2811

. D/E

. 274

500 g

: B21,B4

¢ T3

: TP33

: B

. Toxic if swallowed, by skin contact or by inhalation.

. E4
: Y644

1kg
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Odnyieg ovokevaciog yio emPatnyd agpookaen (IATA) : 669

Kabapn péyiom mocdtnta yio emBatnyd aepookaen 1 25kg
Kot ylo agpookden petapopds eoptiov (IATA)

Odnyieg ovokevaoiog HOVO Yo AEPOGKAPT) LETUPOPES 1 676
poptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG amd : 100kg
aepookden petapopds poptiov (IATA)

Ewducée drotaéelg (IATA) : A3,AS
Kwdikog ERG (IATA) : 6L

14.7. @ardooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Xtoyycio vopo0etikov yapoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaiela, TNV vysio Kot 7o agpiairov yio TV ovcia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev meptrapBavetot oto [Mapdapmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61\6)
Aev neptrappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov overdv REACH (SVHC)

Aev neplapfévetar otov Katdioyo vroyneuwy ovsidv REACH

Kavoviopog mepi 6{ovtog (2024/590)

Aev neprapfdvetor otov Katdloyo ovotav mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopog tov Zoppoviiov (EK) yia tov Ereyyo e10@v dimhg ypiong
Aev meptrapBavetatl otov Kavoviopd (EK) tov Zuppoviiov ya ta £idn dumdng ypnone.

Kavoviopog mepi ekpnkTik®v Tpoédpopmv overdv (EE 2019/1148)

Agv ovoypageTaL GToV KATAAOY0 TPOSPOUMY 0VGLOV EKPNKTIKOV VAGDV (EE)

Kavoviopog wepi apodpopmv overtdv vopkotikav (EK 273/2004)

Aev avaypaeetal 6Tov KatdAoyo Tpddpopmv ovctdv vapkotikdv (EE)

15.2. A&wordynon ymuikis o.o@aierog

Agv vdpyovv emmALoV TANPOPOPiES

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Hopatnpriceig
Avtikafiotd v ékdoon Ipootédnke
svnuépmon Ipootédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apOpog CAS Ipoctédnke

1.1 Zuvovopo Agorpédnke

1.1 Ovopo TpomomouOnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyEio Hopatnpicseig
1.2 Kopuo katnyopia ypnong Aparpédnke
2.1 AvemBOuNTEG PUOIKOYNLUKEG EMSPACELS, KAODG TpomomouOnke
Kot EMOPACELS GTNV AvOpOTIVI VYELD Kot GTO
neptPariov
2.1 Katdtoén ooppmva pe v odnyia 1272/2008 EK | TpomomouOnke
[CLP]
22 Anhaoelg Tpoevraing (CLP) TpomomounjOnke
2.2 Ewovoypdppora ktvdvvov (CLP) TpomomouOnke
2.2 AnAooeig emkvdvvottag (CLP) TpomomouOnke
2.3 AM\eg mAnpogopieg Ipootidnke
4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke
4.1 Métpa tpdtev Bonbeldv petd amd enaen pe T0 TpomomouOnke
dépuo
4.1 Métpa tpdtev Bondeidv petd omd eilomvon TpomomouOnke
4.1 Métpa TpdTOVv Bondeidv petd omd Katdmoon TpomomouniOnke
4.1 Métpa tpdtov Bondeldv petd amd exaen pe To TpomomouOnke
pétio
4.2 ZVUTTOUOTO/EMOPACELS LETE AT KOTATOOT ApupiOnke
42 ZOUNTOUATO/EMOPACELG LETGL OO ETAPN LLE TO TpomomouOnke
dépuo
4.2 ZOUTTOUOTO/EMOPAGELS LETE OO ELGTVOT| TpomomouOnke
4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL TpomomouOnke
pétio
43 A\ wTpikn yvopdtevon 1 Oepaneio Aparpédnke
5.1 AxotdAANnAo TpocPecTIKO HEGO Ipootédnke
5.1 Katdhiniao péoa mopdoPeong TpomomouOnke
5.2 Y mepinton TupKayLic TopdyovTal EKivauva Mpootédnke
TPOidVTO 0TocVVOESN G
5.2 Kivduvog mopkayidc Aparpédnke
53 IIpoctacio kotd TV TopdoPeon Ipootédnke
5.3 MéTpa Y10 TV KATATOAEUNGT) TNG TUPKAYIAS TpomomouOnke
6.1 E&omhopndg mpoctaciog Ipootidnke
6.1 Métpa EKTAKTNG OVAYKNG Ipootédnke
6.1 Tevikd pétpa TpomomouOnke
6.2 [eptBoailovTikés TPOPLAGEELS Ipoctédnke
6.3 T v amobnkevon Ipoctédnke
6.3 MébBodot kabapiopon TpomomouOnke
6.4 Moapamopnn o dAka Tpmpora (8, 13) Ipoctédnke
7.1 Emumhiéov kivéuvol katd v enelepyacio Aparpédnke
7.1 IIpo@ulaéels yio ao@ain xEPLoHd TpomomouOnke
7.1 Métpa vylevig TpomomouOnke
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig
7.2 YAkd cvokevaciog Ipootidnke
7.2 Teyvikd pétpa Aparpénke
7.2 YuvOnkeg O aENg TpomomouOnke
7.3 Ewdwcég yprioetg telucod katavoiomt Apupidnke

8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV TpomomouOnke
8.2 IIpoctacio tov yepudv TpomomouOnke
8.2 TIpootacio opBaAipmv TpomomouOnke
8.2 Katdiiniot unyavikoi Ereyyot TpomomorOnke
8.2 TIpootacio tov déppoatog TpomomouOnke
9 Ooun Apurpédnke

9 xpdpo Ipoctédnke

9 pH IIpoctédnke

9 Mopraxn palo Ipootidnke

9 Inueio T&emg Ipootédnke

9 Epopdvion TpomomouOnke
10.1 AvtidpactikémTo Apurpédnke
10.5 Mn cvpfatd vikd Agopédnke
10.6 Emwcivduva tpoidvta amochvieong Aparpédnke
11.1 ATE CLP (Am6 T0ov 6TOpHATOG) TpomomoumOnke
11.1 LD50 and tov otdpatog o€ apovpaiovg TpomomouOnke
11.1 ATE CLP (Zxovn/ctayovidio) Ipootédnke
12.1 LC50 - Yapw [1] Ipootédnke
12.1 Owcoroyia. - yevika Aparpédnke
12.1 NOEC ypovia yapio Ipootidnke
12.1 EC50 - Kapxivoegwdn [1] Ipootédnke
12.1 LC50 Ewnvon - Ernipug (Zxdvng/cuykévipoong Mpootédnke

oToyovidinv)
13.1 2VOTAGELS GYETIKG e TNV amdppLym Aparpédnke
TPOIOVTIMV/GVEKEVOCIOV

13.1 [eprpeperards kavoviopog tept anofrntmv Apurpédnke

14 Ewwcéc datdéerg yio  petagopd - Koro (ADR) | ITpootédnke

14 ApBpodc kdvov/pumie potov (ADN) Ipootidnke

14 Yroypewtikog eEomiopog (ADN) Ipootédnke

14 E&aupovpeveg mocdtteg (ADN) Ipootédnke

14 Ieplopiopéveg mosdteg (ADN) Ipootédnke

14 Etucéteg ktvdvvov (ADN) Ipoctédnke

14 Kwdwog ta&vopnong (ADN) Ipootidnke

14 KatédAinin ovopacio aroctodng (RID) Ipoctédnke

14 Ap. tavtomoinong kvovvou (RID) Ipootédnke
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopotnpiicers

14 Aépota e&npég (RID) Ipoctédnke

14 Ewwég datdéels yio m petapopd - Doptwon, Ipootédnke
£KQOpTOON Kot xepopog (RID)

14 ApOuodc OHE (RID) Ipootédnke

14 Metagopikny katnyopia (RID) Ipootédnke

14 Ewdwég datagers yuo tig de&apevég RID (RID) Ipoctédnke

14 Kwdwoi de&apevav ya tig degapevég RID (RID) | Mpootédnke

14 Ewwcéc dratdéerg yio kivntég de€opevéc kot yodnv | IlIpootédnke
nepiéxteg (RID)

14 Odnyieg yo kivntég de&apevég kat ooy mepiékteg | lIpootédnke
(RID)

14 Awtdéeis yio Tig pektég cvokevaoies (RID) Ipootédnke

14 Ewdwcég dotaéers ovokevasiag (RID) Ipoctédnke

14 Odnyieg ovokevaciog (RID) Ipoctédnke

14 E&aupovpeveg mocdtteg (RID) Ipootidnke

14 Teplopiopéveg moodteg (RID) Ipootidnke

14 Ewwn mpoPreyn (RID) Ipootédnke

14 Katyopia cvokevaciog (RID) Mpootédnke

14 Kodwag ta&vounong (RID) Ipoctédnke

14 Ewwég dotagers yio ) petapopd - Aépato (RID) | IIpoctédnke

14 Méyiot mocOTNTO HETAPOPAS ATOKAEIGTIKG ad | TpomomouniOnke
aePOSKAPN peTapopds poptiov (IATA)

14 Odnyieg cuokevaGiog HOVO Yol AEPOCKAPT TpomomouOnke
petapopds poptiov (IATA)

14 KaBapn péyiotn mocomta yo emPotnyd TpomomouOnke
EPOCKAPT KO Y10 0EPOCKAPT LETAPOPES
poptiov (IATA)

14 Odnyieg cvokevaciog yo emPatnyd aepocKaen TpomomouOnke
(IATA)

14 Kabapn péyot mocdma yio TEPLoplopevn TpomomouOnke
TOGOTNTA EMLTPETOUEVN YioL EXPATN YA 0EPOCKAPN
Ko yuo, 0gpockden petapopds eoptiov (IATA)

14 PCA Tlepropiopéveg mocoteg (IATA) TpomomouOnke

14 PCA E&aupodpeveg mocomteg (IATA) TpomomouOnke

14 Inueio avapreéng IMDG) Aparpédnke

14 Teplopiopéveg mosdmteg (IMDG) TpomomouOnke

14 Katnyopieg popticov (IMDG) TpomomouOnke

14 Odnyieg yio de&apevég (IMDG) TpomomoumiOnke

14 Ewwég dwatdéerg IBC (IMDG) TpomomouOnke

14 E&mpovpeveg mocdtteg (IMDG) TpomomouOnke

14 Ewwmn mpopreyn (IMDG) TpomomouOnke
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig
14 Ewdwcéc datdéels yio ) petapopd - Agttovpyio TpomomouOnke
(ADR)
14 Ewwcéc datdéelg yio  petagopd - Xodnv (ADR) | Apapédnke
14 Odnyieg yo popntég deapevég Kot TpomomouOnke
gumopgvpotokiPatia yvdnv (ADR)
14 Ewdwcég dataéers ovokevaoiog (ADR) TpomomouOnke
14 Odnyieg ovokevaciog (ADR) TpomomouniOnke
14.1 ApOuoc OHE (ADN) Ipootidnke
14.2 KatdiAnin ovopacio amootorric (ADN) Ipootidnke
14.3 Etucéreg kivddvov (RID) Ipootédnke
14.4 Kamyopia cvuokevaciag (ADN) Ipootédnke
14.4 Katyopio cvokevaciog (IATA) TpomomouOnke
14.4 Kamyopia cvokevaciog (IMDG) TpomomoumiOnke
14.4 Ouada cvokevaciog (ADR) TpomomouOnke
14.6 Ewwn tpopreyn (ADN) Ipootidnke
14.6 E&apovpeveg mocdtteg (ADR) TpomomouOnke
14.6 Tepropiopéveg mosdteg (ADR) TpomomouOnke
14.6 Kodwog teplopiopmv yo onpayyes (ADR) TpomomouOnke

IIMpeg keipevo ppaccowv H kon EUH:

Acute Tox. 2

(Ewomvon:okovn,opiyAn)

O&ela to&odTa (e1omvon:oxovn,ctayovidie) Katmyopia 2

Acute Tox. 3 (A6 tov

O&eia To&wotnta (06 T0V GTOHATOC), KoTnyopio 3

GTOLATOC)

Aquatic Chronic 2 Emucivduvo yio to vddrtvo mepBdrlov — Xpoviog kivduvog, katnyopiog 2

Eye Dam. 1 YoPoapn o@OaApucr PAAPN/00Batkdg epebiopog, katnyopio 1

Skin Irrit. 2 AdBpwon/epebiopdg tov déppatoc, katnyopio 2

STOT RE 1 Ewu to&ikomra o€ 0pyova-ctoyovs Hotepa and exavellnupévn ékbeon, katnyopia 1
H301 To&wd o€ mepinTon KATATOoNG.

H315 Tpoxaiei epebiopd Tov déppartoc.

H318 Ipokaiel coPapn opOoiuky PAPN.

H330 BOavatneopo oe TEPIMTOON EIGTVONG.

H372 TIpoxarei PAGPes ota Opyava (YOGTPEVTEPIKOG COANVAC, VEPPE) VOTEPQ OO TOPUTETAUEVT 1| EXOVEMUUEVT EkDeOT).
H411 To&wd Y10 TOLG VIPOBLOVG OPYOVIGHOVGS, LE HAUKPOYPOVIEG EMITTMCELS.

Aghtio Agdopévov Acpakreiog (AAA), EE
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Flunixin meglumine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ATIOINOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtat and myég Tig onoieg Bempodpe aéiomotes. [Tapdia avtd, divovtat
YOPIG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovVTog dev
VIOKEWVTOL 6T S1KN [ag gvBHVI Kot Hropet Kat vo. v UminTouy Kot 6TIS approdtdotntég pog. I'iontoig kat yio GALovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVIEVELEVN LLE, TO YEPLGUO, TNV 00BN KELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTlov. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, OL TANPOPOPIES TOV TUPEXOVTAL £ EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG Ol TANPOPOpies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKAOV ATAITCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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